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Add to 21 CFR 355. 10(3)(3), between curretit (ii) and (iii), as a new paragraph:

An aqueous solution of sodium ﬂuonde amdulated w1th a m1xture of benzom acid
and sodium benz 0 a pH of approx1mate1y 4 2, Wthh yields an effectlve S
fluoride concentrati of‘O 01 percent

Add to 21 CFR 355.50(d)(2), after current (ii), as a new Parégfaph=

For acidulated sodlum fluoride SOlllthIl contalmng 0.01 percent ﬂuor1de ion
1dent1f1ed in §355. 10(a)(3) (TBD) Adults and chlldren 12 years or older: Use
twice a day morning and night after brushing your teeth with a toothpaste. Rinse
full strength for 30 seconds with 20ml (2/3 fluid ounce or 4 teaspoonfuls). Do not
swallow the rinse. Do not eat or drink for 30 minutes after rinsing.




